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510(k) SUMMARY 

Riverpoint Medical RiverLon Nylon Suture Line Extension  

 

Submitter Information   
 

Submitter’s Name:   Riverpoint Medical 
 

 Address:   825 NE 25th Ave. 
Portland, OR 97232 

 
 Phone Number:   (503) 517-8001 or 866 445-4923 
 
 Fax Number:   (503) 517-8002 
 

Registration Number:   3006981798 
 
Contact Person:  Edwin Anderson   
    (503) 517-8001 
 
Date of Preparation:  September 24th, 2015 
 

Device Name 
 

Trade Name:         RiverLon (Nylon) Suture  
Common or Usual Names:  Nylon Suture, Non-absorbable Surgical Sutures 
Classification Name:   Nonabsorbable Polyamide Surgical Suture 
 

Device Classification  
 

FDA Class:   II  
Product Classification:  878.5020: Suture, Nonabsorbable, Synthetic, Polyamide 
Classification Code:  GAR 
Review Panel General & Plastic Surgery 
Premarket Review  Office of Device Evaluation 

Division of Surgical Devices, Plastic and Reconstructive 
Surgery Devices Branch Two - Skin/Wound 
Dressing/Aesthetic Injectables 

Predicate Device 

K100006 – Riverpoint Medical RiverLon (Nylon)   
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Device Description 

The Riverpoint Medical RiverLon Nylon Sutures are inert, non-absorbable, sterile surgical 
sutures composed of the long-chain aliphatic polymers Nylon 6 and Nylon 6/6.  RiverLon 
sutures are available in common sizes and length with or without pre-attached needles.  

Intended Use / Indications for Use 

The Riverpoint Medical RiverLon Suture is intended to be used in general soft tissue 
approximation and/or ligation, including use in cardiovascular, ophthalmic, and neurological 
procedures.  The Riverpoint Medical RiverLon Nylon Sutures are provided sterile.  RiverLon 
Suture are intended for single use and are not to be resterilized.   

Performance Data 

The Riverpoint Medical RiverLon Sutures meet requirements established by the United States 
Pharmacopeia.  The RiverLon Sutures are tested per USP performance requirements for needle 
attachment, diameter, and tensile strength.  FDA Guidance “Class II Special Controls Guidance 
Document: Surgical Sutures; Guidance for Industry and FDA” was followed during the 
preparation of this submission.   Materials used were evaluated per ISO 10993-1:2009 – 
Biological Evaluation of Medical Devices.   

Substantial Equivalence and Comparison of Technical Characteristics  

The RiverLon Nylon Suture line extension is as safe and effective as the previously cleared 
RiverLon Nylon Sutures.  The RiverLon Suture has the same intended use and indications for 
use, the same principles of operation, and similar technical characteristics as the predicate 
device.  Both the RiverLon Nylon Suture and the predicate device are sterilized using the same 
processes, are composed of the same material, and are tested per USP performance requirements 
for needle attachment, diameter, and tensile strength.  The minor difference in technical 
characteristics is limited to USP size, and the line extension introduces a size outside of the 
originally cleared range of sizes.  These differences do not raise new questions of safety or 
effectiveness, therefore the RiverLon Nylon Suture line extension is substantially equivalent to 
the currently marketed predicate device.   

Conclusion  

The information provided in this Special 510(k) demonstrates that the Riverpoint Medical 
RiverLon Nylon Suture line extension is substantially equivalent to the predicate device. 
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